INTRODUCTION
Venous ulcers (VUs) are injuries caused by inadequate flow of blood through the veins and are related to chronic venous insufficiency, venous valve malfunction abnormalities and venous thrombosis. These complications are more common in older female individuals, but affect both genders at different ages. These wounds account for 70% to 90% cases of lower extremity wounds and usually occur on the distal third of the medial side of the leg, typically around the medial malleolus (1) (2) (3) . Venous leg ulcers have a high rate of recurrence (30%) when they are not properly treated in the first year, and may reach 78% after two years (2) (3) (4) (5) . The complication is estimated to affect 0.5% to 2% of the world population. According to Brazilian studies (3) (4) (5) (6) venous ulcers constitute the 14th cause of absence from work and the 32nd cause of permanent inability of an employee to return to work, and are hence a public health issue.
Venous ulcer management require early diagnosis, interdisciplinary approach, adoption of a protocol, specific knowledge on the subject, technical expertise and coordination at the different levels of service of the Unified Health System (SUS), permanent education and participation of people with venous ulcers and their families, within the context of comprehensive healthcare (3, (7) (8) (9) . The importance of the use of clinical protocols consists in the need for standardization of healthcare actions aimed to promote the healing process. Poor management of ulcers may result in injuries that take years to heal, resulting in high social and emotional cost (3, (7) (8) (9) . Brazilian studies showed that lack of standardization in the management of venous ulcers at the several levels of service of the SUS is one difficulty faced in VU treatment (3, 6) . Standard protocols for the treatment of venous ulcer are useful tools for helping health professionals perform their actions, systematizing the care to be provided to patients with venous ulcers, based on humanistic and ethical principles of conduct (3, (7) (8) (9) . The use of a standard protocol facilitates teamwork and adds to the body of scientific knowledge (3, (7) (8) . Validation studies are aimed to assess the quality of the tools, being essential to ensure their legitimacy and credibility. Therefore, two steps are key for testing these tools: relevance and clinical applicability.
Relevance seeks to identify whether the investigated tool, i.e., the protocol, is relevant and meets the intended purpose (10) . Regarding clinical applicability, relevance concerns the feasibility and/or usefulness of the tool in a given clinical context, contributing to the improvement of the protocol, by selecting items with clinical usefulness to ensure its reliability and validity (10) . Therefore, the following guiding question was selected for this study: "Which categories and items of the protocol for the treatment of patients with venous ulcers in high complexity services will be validated for relevance and clinical applicability?" The present study aimed to perform the clinical validation of a protocol for the treatment of patients with venous ulcers in high complexity services.
METHOD
Methodological study of clinical validation with quantitative approach conducted from July to December 2013, at Hospital Universitário Onofre Lopes (HUOL), in Natal/Rio Grande do Norte (RN).
In this study, the protocol for venous ulcers was submitted to the assessment of four specialist nurses trained to evaluate the items and categories for relevance and applicability of the protocol to the clinical context. Thus, each one of the 32 patients was assessed by four nurses who acted in pairs (paired), corresponding to 64 observations.
In each pair, one nurse was judge 1 and the other was judge 2. One of the pairs assessed 20 patients and the other pair assessed 12 patients using the protocol. The criteria used to select these nurses were specialization in dermatology, experience in the development of protocols and minimum experience of 1 year in care to patients with venous ulcer.
The Protocol for the Treatment of Venous Ulcers (PUV), previously validated for its content, is composed of 15 categories and 91 items. The construction of these categories and items was based on integrative literature review and subjected to content validation by 53 specialists in vascular wounds (44 nurses, eight physicians and one physiotherapist) (3) . For this purpose, the 15 categories and 91 items below, identified by the four specialist nurses who selected the options "I agree" or "I disagree" and "If you do not agree, would you like to make any suggestions?":  es (absent and present for pedial, tibial and popliteal pulses), edema (measure ankle circumference 10 cm from the bottom of the heel and calf (medial malleolus)), signs of infection (absent and present (which?)), body mass index (BMI), vital signs (blood pressure, respiratory rate, pulse and temperature) and location of the wound (inform in which part of the right or left leg the wound is located).  Characteristic of the ulcer: degree (1 to 4), exudate (type, amount), odor (absent, mild, strong), margin (characteristics), characteristics of perilesional area, prevalence of wound bed (tissue), measurement of ulcer in the treatment (no, yes).  Care of perilesional and lesional area: Cleaning of perilesional area and wound (technique used), products used in perilesional area and wound, wound coverage required (wound tissue) and frequency of dressing change (number of times/week).  Medications used: Use of antibiotics (no, yes (which?)), phlebotropic drugs (no, yes (which?)) and anti-inflammatory drugs (no, yes (which?)).  Pain treatment: Absent/present, non-pharmacological measures (types), takes painkillers (which?).  Surgical treatment of chronic venous disease (CVD):
Absent/present, venous valve malfunction (which?), venous obstruction (which?), method of incompetent perforating veins ligation (which?), compressive therapy after surgery (which?).  Compression treatment: Absent/present, use of adequate compression (which?), use of compression stockings recommended (no, yes), elevation of legs during rest recommended (2 to 4 h/day) (no, yes) and elevating the feet of the bed 10 to 15 cm (no, yes), calf muscle contraction (no, yes) and flexing exercises and walking (no, yes) recommended and elevation of legs 30 minutes before compression recommended (no, yes).  Prevention of recurrence (clinical strategies): venous and surgical procedures used in the investigation (no, yes), lifetime compression treatment (no, yes) and regular monitoring of the skin surrounding the ulcer (no, yes).  Prevention of recurrence (educational strategies):
importance of adherence to compression stockings (no, yes), skin care (no, yes), prevention of accidents or injuries in the legs (no, yes), guidance on early search for specialized care if possible signs of possible broken skin are detected (no, yes), encouragement of mobility and exercises and elevation of the affected limb at rest (no, yes).  Reference: Absent/present, unit of origin, referenced for professional X (name).  Counter-reference: Absent/present, destination, clinical summary, tests results, diagnosis, conduct.  Quality of life: Chronic Venous Insufficiency Questionnaire -CIVIQ (11) . In clinical validation, data collection includes information directly obtained from the patients, in the clinical context. This process allowed verifying the relevance and applicability of the proposed protocol.
The 32 people with VU signed the Free Informed Consent Form and were selected according to their availability and the following inclusion criteria: individual with at least one venous ulcer; well informed on the study and able to be interviewed; minimum age of 18 years. The exclusion criteria were presence of oncological wounds, since clinical cancer patients have often severe impairment of their bodily functions, which represents a different sample profile; individuals with wounds of mixed arterial venous or venous/leprosy origin. The justification for this criterion is that these wounds differ from typical venous ulcers.
The patients were assessed once by one pair of nurses when they reported to the outpatient unit for appointment with the angiologist and/or changing dressing.
For assessment of level of agreement and level of consistency (reliability) of the judges (specialist nurses) regarding the items and categories of the protocol, Kappa (Κ) index was used. This index was also used in the assessment of inter-rater agreement regarding each item.
The Kappa coefficient measures the percentage of agreement ranging from "minus '" to "plus 1": the closer to 1, the better the level of agreement between the observers. A level of agreement ≥ 0.61 among the judges (considered a good level) was established as criterion of acceptance (12) (13) . The study met the ethical principles of Resolution no 466/2012 and was approved by the Research Ethics Committee of Universidade Federal do Rio Grande do Norte (UFRN) (CAAE: 07556312.0.0000.5537).
The data collected was organized in an electronic spreadsheet and after double data entry procedure was exported to the Statistical Package for Social Science (SPSS), version 20.0 Windows. After coding and tabulation, data were analyzed by reflective reading and statistics with the use of Kappa test through Online Kappa Calculator (14) .
RESULTS
The results were distributed in three parts, as follows: description of specialists; relevance of categories and items of the protocol; applicability of protocol categories and items to clinical practice.
Description of specialists
The nurses who acted like judges of the protocol were aged 20 to 30 years old, female and specialists in dermatology with 1 to 5 years of experience in caring for patients with venous ulcer.
Relevance of the categories and items of the protocol
The Protocol for the treatment of venous ulcers (PUV) was first assessed for the relevance of the categories (Chart 1).
Most categories were assessed with Kappa coefficient ≥ 0.61 (acceptable). However, some categories such as clinical strategies for prevention of recurrence (K = 0.41), reference (K = 0.31) and counter-reference (K = 0.53), obtained Kappa coefficients below the acceptable values.
Moreover, 13 items of categories of the protocol obtained Kappa coefficients lower than 0.61, in inter-rater assessment (Chart 2). 
Categories of the protocol

Applicability of the protocol categories and items for clinical practice
In addition to relevance, the protocol categories were assessed for their applicability to clinical practice, obtaining acceptable scores (Chart 3).
Although all the categories had high Kappa values regarding clinical applicability, two items did not obtain acceptable coefficients and were excluded (Chart 4).
The protocol version validated for content included 15 categories and 91 items. Clinical validation allowed improvement of the protocol. The final version had 15 categories and 76 items.
DISCUSSION
Regarding relevance and clinical applicability, most categories obtained Kappa coefficient ≥ 0.61 (acceptable) in the assessments.
The first step in care to patients with venous ulcer includes collection of sociodemographic data, anamnesis and physical examination for the establishment of an accurate diagnosis and effective management of the condition (3) . During physical examination, patient's vascular status, diseases, risk factors for CVD, history of the ulcer, pain complaints, drugs used to treat the wound, surgical treatments and compression (7) (8) .
Appropriate care to individuals with venous leg ulcers involves preventive strategies and a multidisciplinary (15) . According to some authors (7) (8) the reference and counter-reference system should involve proper coordination between health services, which improves care efficiency and effectiveness, minimizing failures and gaps and reducing the chances of recurrence.
Therefore, these protocols contribute to accelerate the healing process, improving the quality of life of people with venous ulcer, by standardizing care and optimizing the time of health professionals (3) (4) (5) 16) . = 0.42). These items were considered relevant if some suggested changes were made, as follows: in chronic diseases remove the number of years; in drugs used, remove for how long the patient has been taking them; in activities/ day, remove the number of hours; in risk factors, remove duration, recurrence and time. These suggestions were accepted because they do not impact the effectiveness of the ulcer venous protocol and make it easier to understand and use.
Regarding the tests (request/completion/results), serum albumin dosage was considered not very relevant (K = 0.33) to care, according to the experts. Some authors (3, (7) (8) 17) affirmed that laboratory tests such as complete blood count, biochemistry (triglycerides and cholesterol), fasting blood glucose, protein dosages (total and fractions) and albumin and transferrin levels are key aspects of a high quality care. However, the suggestion made by the experts was accepted, since the other tests had already provided elements to guide the conducts of the health team, and the lack of albumin dosage would not jeopardize the care process. For pain assessment, an analogical scale ranging from 0 (no pain) to 10 (insufferable pain) was proposed. In their assessment of 40 observations, the judges found that the item was relevant if some changes were made (K=0.29), since the patients found it difficult to indicate their pain intensity. Thus, the use of verbal descriptor was suggested in pain assessment: mild pain, moderate pain or intense pain, which was accepted and included in the protocol.
It should be stressed that effective control of pain significantly improves the quality of life of patients with venous ulcers, and appropriate control of pain also contributes to wound healing (18) . Despite the relevance, few studies have explored pain in patients with venous ulcers (19) . However, an international study (18) reported that patients who used compression treatment and were told to elevate their legs had lower pain intensity and less impact on daily activities.
Concerning the drugs used to treat the wound, antibiotics should only be used in case of infections and with results of biopsied tissue cultures, given the large number of patients who develop resistance. Phlebotropic drugs act on macrocirculation, improving venous tone and microcirculation, reducing capillary hyperpermeability, and can be an alternative for patients with pain and edema. However, the anti-inflammatory action of these drugs may interfere with the natural process of tissue repair (5) . Regarding surgical treatment of CVD, some judges found not relevant the item cause of disease -valve malfunction (K=0.38) or venous obstruction (K=0.41) -and type of surgery method of incompetent perforating veins ligation (K=0.43), which had Kappa coefficients lower than the acceptable value. The surgical treatment of venous hemodynamic abnormalities to heal venous ulcers aims to eliminate or reduce high venous pressure to the ulcerated areas, leading to a good prognosis overtime (17) . Therefore, it is agreed that knowing the cause or type or surgery is not essential, as suggested by the experts.
Regarding compression therapy, the experts found not relevant assessing rest with elevated legs recommended (2 to 4 h/day) and elevating the feet of the bed 10-15cm (K=0.58). The judges suggested excluding this item from the category compression treatment and leave it only in the category prevention of recurrence (educational strategies). The suggestion was accepted.
Regarding the category prevention of recurrence (clinical strategies), the items venous and surgical procedures used in the investigation (K=0.34), lifetime compression treatment (K=0.45) and regular monitoring of the skin surrounding the ulcer (K=0.40), despite been considered of low relevance, were maintained in the protocol because they are essential in the prevention of new wounds (3, 15, 20) . Regarding the relevance of categories reference (K=0.31) and counter-reference (K=0.53) that obtained Kappa coefficients below the acceptable values, some changes were suggested., as follows: for category reference, its maintenance with all the items and removal of the item "reference" from category "sociodemographic data" was suggested. Regarding counter-reference, maintenance of all the items and arranging the items "test results", "diagnosis" and "conduct" in one topic named "clinical summary" was suggested (16) . The suggestions were welcome and accepted in the protocol.
Regarding clinical applicability, the categories obtained high Kappa coefficients. However, the items "serum albumin dosage" (K=0.51) in the category "tests (request/completion/results)" and "tibial pulse check" (K=0.30) had poor Kappa coefficients. The suggestion of removal of "serum albumin dosage check" had already been accepted in the assessment of relevance.
Regarding "tibial pulse check", 10 observations mentioned this item as not applicable because since it is the site of the venous ulcer measurement cannot be made. Considering that the "check of central and peripheral pulses" contributes to the assessment of perfusion in the vascular network and on determination of associated arterial disease (3, 15) , the experts suggested including the observation "not applicable because of the wound" for the several pulses to be measures. This suggestion was also accepted.
It should be stressed that the quality of life of people with venous ulcers is also impaired by pain, physical limitation, impossibility of performing leisure activities, absence from work, and these factors can also be aggravated by poor adherence to medical treatment, contributing to to chronicity in non-healing wounds, and worsening of quality of life. It is essential to assess the quality of life of these patients every three months. This factor was confirmed by a systematic literature review of studies on quality of life that obtained significant results in the period between three and six-month evaluations (9) . This stage of clinical validation of the protocol of care to venous ulcers stressed the importance of the relevance and applicability of categories and items, since the judges observed that the concepts involved are relevant and appropriate to achieve the goals related to care and monitoring of patients with venous ulcer. Moreover, the experts can make suggestions to improve the protocol.
CONCLUSION
The items and categories of the protocol for the treatment of venous ulcers were clinically validated. The contributions of the experts allowed improving/optimizing the protocol regarding its relevance and clinical applicability. The final composition after some after some adjustments was 15 categories and 76 items.
The items that obtained unsatisfactory Kappa and Content Validity Index (CVI) coefficients and needed changes were in the categories anamnesis, tests (request/completion/results); assessment of pain and pulses checks; surgical treatment of CVD; prevention of recurrence (clinical strategies); reference and counter-reference. Under this perspective, the protocol will be implemented after the first contact with the patient and re-fed each time the patient is assisted, whenever necessary.
Implementation of the protocol for the treatment of individuals with venous ulcers is a feasible measure that supports the guidance of the health team in high complexity services, aiming not only to ensure wound healing but full health recovery. Further studies are needed to assess the clinical impact of the use of this protocol in other health units. It is believed that the referred protocol will bring benefits to patients, family members and health teams, providing standardization of care.
